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DETAILED ACTION 

Applicants amendment filed March 27, 2007 has been received and entered. 
Claim 6 has been canceled and new claim 49 has been added. Consequently, claims 
1-5 and 7-49 are pending in the instant application, of which claims 7, 14, 24-37, 41-45, 
and 47-48 have been withdrawn from further consideration as being drawn to a non- 
elected invention. 

Election/Restrictions 

1 . Newly submitted claim 49 is directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: 

As set forth in MPEP 803.04, and as set forth in the pre OG notice found at 
www.uspto.qov/web/offices/pac/dapp/opla/preoqnotice/sequence02212007.pdf : 
nucleotide sequences with a distinct sequence are distinct inventions. Since applicant 
has received an action on the merits for the originally presented invention, this invention 
has been constructively elected by original presentation for prosecution on the merits. 
Accordingly, claim 49, drawn to newly recited SEQ ID NO: 2 is withdrawn from 
consideration as being directed to a non-elected invention. See 37 CFR 1.142(b) and 
MPEP §821.03. 

Claim Rejections - 35 USC §112 

2. The rejection of claims 1-5, 8-13, 15, 17-20, 22, 38-40 and 46 under 35 U.S.C. 
112, first paragraph, as containing subject matter which was not described in the 
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specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed 
invention, a written description rejection is maintained. 

Applicants are asserting that the specification defines "Yscf" as originating from 
any of Y. pestis, Y. pseudotuberculosis, and Y. entercolitica unless otherwise specified. 
Applicants further assert that the YscF proteins of Y. pestis and Y. enterocolitica include 
substantially similar sequences as indicated in the alignment of Fig. 1 . 

Applicants arguments have been fully considered but are not found to be fully 
persuasive. 

First, these limitations define a product (YscF protein) merely by where it comes 
from (Y. pestis, etc), however where a product comes from is not afforded any 
patentable weight when the same product can be found from different sources or 
methods of production. [E]ven though product-by-process claims are limited by and 
defined by the process, determination of patentability is based on the product itself. The 
patentability of a product does not depend on its method of production. If the product in 
the product-by-process claim is the same as or obvious from a product of the prior art, 
the claim is unpatentable even though the prior product was made by a different 
process." In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 (Fed. Cir. 1985). 

Furthermore, Applicants specification provides a definition of "YscF." Page 9, 
paragraph 34, sets forth that it "includes amino acid residues in addition to or different 
than wild-type YscF." The upper threshold of different amino acids is not set forth, for 
that matter, the sequence of the wild type is not even set forth in the claims. 
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Accordingly, the written description element is not satisfied in view of the limitless 
number of molecules encompassed by the claims. 

Finally, Applicants assert that the YscF proteins of Y. pestis and Y. enterocolitica 
include substantially similar sequences as indicated in the alignment of Fig. 1. 
However, although the claims are interpreted in light of the specification, limitations from 
the specification are not read into the claims. See In re Van Geuns, 988 F.2d 1181, 26 
USPQ2d 1057 (Fed. Cir. 1993). Accordingly, the claims are not limited to substantially 
similar sequences as shown in Fig 1 , even if one of skill in the art could somehow 
determine what "substantially similar" to Figure 1 meant. 

Claims 1-5, 8-13, 15, 17-20, 22, 38-40 and 46 are directed to "a means for 
providing protection to an animal against a pathogen of Yersinia" and wherein the 
means for providing protection is a YscF protein, as well as "protective epitopes." 

Applicants specification (Page 9, paragraph 34) defines "YscF" as a protein that 
includes amino acid residues in addition to or different than wild-type YscF. 

The specification and claims do not indicate what distinguishing attributes are 
shared by the members of the genus. Thus, the scope of the claims includes numerous 
structural variants, and the genus is highly variant because a significant number of 
structural differences between genus members is permitted. Since the disclosure fails 
to describe the common attributes or characteristics that identify members of the genus, 
and because the genus is highly variant, "means for providing protection against 
Yersinia or a YscF protein or protective epitopes" alone are insufficient to describe the 
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genus. One of skill in the art would reasonably conclude that the disclosure fails to 
provide a representative number of species to describe the genus. Thus, applicant was 
not in possession of the claimed genus. 

Adequate written description requires more than a mere statement that it is part 
of the invention and a reference to a potential method of isolating it. The protein itself is 
required. See Fiers v. Revel, 25 USPQ 2d 1601 at 1606 (CAFC 1993) and Amgen Inc. 
V. Chugai Pharmaceutical Co. Lts., 18 USPQ2d 1016. 

Vas-Cath Inc. V. Mahurkar, 1 9 USPQ2d 111, clearly states that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed." The specification does not 
"clearly allow persons of ordinary skill in the art to recognize that [he or she] invented 
what is claimed." 

Applicant is reminded that Vas-Cath make clear that the written description 
provision of 35 USC 1 12 is severable from its enablement provision. 

Furthermore, in The Regents of the University of California v. Eli Lilly (43 
USPQ2d 1398-1412), the court held that a generic statement which defines a genus by 
only their functional activity does not provide an adequate written description of the 
genus. The court indicated that while Applicants are not required to disclose every 
species encompassed by a genus, the description of a genus is achieved by the 
recitation of a representative number of DNA molecules, usually defined by a nucleotide 
sequence, falling within the scope of the claimed genus. At section B(1), the court 
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states that "An adequate written description of a DNA... requires a precise definition, 
such as by structure, formula, chemical name, or physical properties, not a mere wish or 
plan for obtaining the claimed chemical invention." 

Applicants are directed to the Revised Interim Guidelines for the Examination of 
Patent Applications Under the 35 U.S.C. 112, 1 "Written Description" Requirement, 
Federal Register, Vol. 64, No. 244, pages 71427-71440, Tuesday December 21, 1999. 

For reasons of record as well as the reasons set forth above, this rejection is 
maintained. 

3. The rejection of claims 1-6, 8-13, 15-21, and 38-40 under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for immunogenic 
compositions, does not reasonably provide enablement for compositions capable of 
providing protection against a pathogen of Yersinia is withdrawn in view of Applicants 
arguments. 

4. The rejection of claim 40 under 35 U.S.C. 1 12, second paragraph, as being 
vague and indefinite in the recitation of "having homology to SEQ ID NO: 1" is 
withdrawn in view of Applicants amendment. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. The rejection of claims 1-3, 5, 8-11, 13, 15, 17-1 8, 20, 22, 38-40 and 46 under 35 
U.S.C. 102(b) as being anticipated by Titball et al is maintained. 

Applicants are asserting that Titball lacks any disclosure of a YscF protein. 

Applicants arguments have been fully considered but are not found to be 
persuasive. 

Titball discloses of subunit vaccines against the F1 capsular antigen and the V 
antigen of Y. pestis. Applicants specification defines "YscF" as originating from any of 
Y. pestis, Y. pseudotuberculosis and Y. entercolitica. Clearly, this limitation has been 
met, since the proteins used by Titball are from Y. pestis. The question becomes is how 
does the "YscF" protein of the instant invention then exclude the F1 antigen and V 
antigen from the breadth of the claims? Given that Applicants specification defines 
"YscF" as including different amino acid residues than wild type YscF (Page 9, 
paragraph 34) the disclosure of the F1 antigen and V antigen meets every structural 
limitation required by the claims, (i.e., contains different amino acids than the wild type 
YscF protein). 

The claims are directed to an immunogenic composition comprising a means for 
providing protection to an animal against a pathogen of Yersinia origin; and a 
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pharmaceutical^ suitable excipient, and wherein the means for providing protection is a 
YscF protein. 

Titball et al (US Patent Number 5,985,285) disclose of immunogenic 
compositions comprising Yersinia pestis V antigen and Yersinia pestis F1 antigen. (See 
claims). 

Applicants are again reminded that the specification (Page 9, paragraph 34) 
defines "YscF" as a protein that includes amino acid residues in addition to or different 
than wild-type YscF. (Emphasis added). 

Accordingly, since the claims do not recite a required structure for the YscF 
protein, and furthermore, the specification expressly allows for unlimited sequence 
differences with the wild type YscF protein, the disclosure of Titball et al is deemed to 
anticipate the instantly filed claims. 

For reasons of record, as well as the reasons set forth above, this rejection is 
maintained. 

6. Claims 1 , 8, and 22, are rejected under 35 U.S.C. 102(b) as being anticipated by 
Stewart Jr., et al. 

Applicants arguments are identical to those set forth above in rejection number 5, 
and have been fully addressed in rejection number 5. 

The claims are directed to a His-tagged YscF protein. 
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Stewart Jr., et al (US Patent Number 6,261 ,561) disclose of plasmid pHis-lnvl , 
encoding a His-tagged Yersinia Pseudotuberculosis Invasin. (See Column 1 1). 

Applicants are again reminded that the specification (Page 9, paragraph 34) 
defines "YscF" as a protein that includes amino acid residues in addition to or different 
than wild-type YscF. (Emphasis added). 

Accordingly, since the claims do not recite a required structure for the YscF 
protein, and furthermore, the specification expressly allows for unlimited sequence 
differences with the wild type YscF protein, the disclosure of Stewart Jr., et al is deemed 
to anticipate the instantly filed claims. 

For reasons of record, this rejection is maintained. 

The following new grounds of rejection are applied to the amended claims: 

Claim Rejections - 35 USC §112 

7. Claim 40 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

Claim 40 recites the limitation "80% homology." Applicants point to paragraphs 
4, 35-37 as well as Fig. 1 for support. However, not one of these sections of the 
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specification ever recite the term "80%." Accordingly, Applicants are required to 
demonstrate clear support (page and line number of the spec) for the term 80% or 
cancel the newly added material. 



Claims 16, 21 , and 23 are objected to for depending upon a rejected base claim, 
however claims 16,21 and 23 are free of the prior art of record. 



Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark Navarro whose telephone number is (571) 272- 
0861. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Siew can be reached on (571) 272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Mark Navarro 
Primary Examiner 
April 10, 2007 



